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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
For STERILE LATEX WITH NITRILE COATING POWDER-FREE BLUE SURGICAL

.GLOVES WITH NEU-THERA COATING

(A summary of safety and effectiveness information in accordance with the requirements of 21
CFR 807.92)

Applicant: Cardinal Health
1430 Waukegan Road
McGaw Park, IL 60085

Establishment Registration
Number: 1423537
Regulatory Affairs
Contact: Tatyana Bogdan, RAC
Telephone: 847-887-2325
Fax: 847-887-2717
E-mail: tatyana.bogdan-curvin~cardinalhealth.com

Summary Prepared: June 14, 2011
Trade Name: Protexis' Latex Blue with Neu-Thera' Surgical Gloves
Common Name: Surgeon's Gloves
Classification Name: Surgeon's Gloves
Classification Panel: General and Plastic Surgery
Regulation: 21 CFR 878.4460
Product Code(s): KGO
Legally marketed device(s)
to which equivalence Protegrity® Blue Sterile Powder-Free Latex/Nitrile Surgical Gloves with
is claimed: Neu-Thera Coating and with Protein Content Label Claim of 50

micrograms or less (5 10(k) K053272, product code KGO)
Reason for 510(k)
Submission: Modification of a legally marketed device

Device Description: The proposed device is a disposable device intended for over the counter
use and is provided powder-free sterile. It is made with natural rubber latex. The glove is coated
with nitrile coating. The glove is manufactured using exact same material used in the currently
cleared device, Protegrity Blue glove (K053272). The glove is coated with emollient coating
(containing Glycerol, Gluconolactone, D-Sorbitol and Provitamin-B). The glove is
manufactured using molds that feature anti-slip finish, independent thumb, and tapered
mechanically locking cuffs to help reduce cuff roll down.
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Intended Use:

This powder-free surgeon's glove is a disposable device made of natural rubber intended to be

worn by operating room personnel to protect a surgical wound from contamination.
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Modified Device Original (Predicate)

Characteristic Sterile Latex with Nitrile Coating Protegrity Blue Sterile Latex/Nitrile
Powder-Free Blue Surgical Gloves Powder-Free Surgical Glove with

wit Neu-Thera Coating Neu-Thera Coating (K05 3272)

Material Natural Rubber Latex coated with Natural Rubber Latex coated with

Composition Nitrile Nitrile
Design Single Use Single Use

Sterile Sterile
Powder-free Powder-free

Hand Specific Hand Specific
Independent Thumb Independent Thumb

Beaded Cuff Beaded Cuff
Lubricated Lubricated

Coating Provitamnin B, Gluconolactone, D- Chitosan, Provitamin B,

Contents Sorbitol and Glycerol Gluconolactone, D-Sorbitol and
Glycerol

Intended Use/ Powder-Free Surgeon's Glove Powder-Free Surgeon's Glove
Indications for Use
Dimensions & Meets ASTM D3577 Meets ASTM D3577
Physical Properties

Freedomi from AQL meets 2l1CFR 800.20 & AQL meets 21CFR 800.20 & ASTM
Holes ASTM D3 577 requirements D3577 requirements

Powder Residual Meets requirements of<52.0 Meets requirements of :S2.0 mg/glove
mg/glove for Powder-Free for Powder-Free designation per

_____________ designation per ASTM D3577 ASTM D3577

Protein Contents Contains less than 50 jiLg/din 2 of Contains less than 50 jig/dm 2 of total
total water extractable poener water extractable protein per glove as

_____________ glove as tested per AST 51 tested per ASTM D5712

PERFORMANCE DATA

SUMMARY OF NON-CLINICAL TESTS CONDUCTED FOR DETERMINATION OF
SUBSTANTIAL EQUIVALENCE*

Performance Test Summary-New Device

Characteristic StandardlTestlFDA Results Summary
Guidance

Biocompatibility:
Primary Skin Irritation ISO 10993-10 Gloves are non-irritating.
Guinea Pig ISO 10993-10 Gloves do not display any potential for
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Maximization sensitization.
Physical
Characteristics:
Dimensions ASTM D3577 Meet requirements
Physical Properties ASTM D3577 Meet requirements for rubber surgical gloves
Freedom from Holes 21 CFR 800.20 & Tested in accordance with ASTM D5 151

ASTM D3577 with acceptable results
Powder Residual ASTM D3577 tested Gloves meet powder level requirements for

using ASTM standard "Powder-Free" designation per ASIM
D6124 D3577. Results generated values < 2mg of

residual powder per glove.

Protein Content ASTM D57 12, FDA Gloves yielded the results of less than 50
Medical Glove jig/dm2 of total water extractable protein per

Guidance Manual glove
Comparative Performance Information Summary

Characteristic Requirement New Device Predicate Device

Biocompatibility: ISo010993-1 Meets requirements Meets requirements

Primary Skin Irritation ISO 10993-10 Pass Pass

Guinea Pig ISO 10993-10 Pass Pass
Maximization

Dimensions ASTM D3577 Meets requirements Meets requirements

Physical Proper-ties ASTM D3577 Meets requirements Meets requirements

Freedom from Holes 21 CFRSOO.20, Meets requirements Meets requirements
ASTM D3577

Powder Residual ASTM D3577 Meets requirements Meets requirements

Protein Content ASTM D57 12 Pass Pass

SUMMARY OF CLINICAL TESTS CONDUCTED FOR DETERMINATION OF
SUBSTANTIAL EQUIVALENCE AND/OR OF CLINICAL INFORMATION

Clinical data is not required.
' W-:GONCLUSIOSRW~

Non-clinical data demonstrates that Sterile Latex with Nitrile Coating Powder-Free Blue Surgical

Gloves with Neu-Thera Coating and with Protein Content Label Claim (50 micrograms or less)
meet the technological characteristics of ASTM D3577 standard, and are as safe, as effective, and

I erformed as well as the legally marketed devices identified in this summary.
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1430 Watikegatn Road

NcaxvPark, Illinois 60085 SEP2

Re: Kl 11878
Trade/Device Name: Priotex is'',' Latex Powder- Free 131Ltie Surgical Gl ove \'CSl withMe-

Therm Coating x\\'ith' Proteinl Content Labeling Claim of'50 licroi-as. or less
Regulation Number: 21 CFR 878,4460
Reg-ulation Name: SurgonO' s C vs
Regu1-latory\ Class:
ProdILid CoCe: [(GO
Dated: ALiLst 02. 2)011
R eceivedl: Augu'Lst 8, 201 1

Dear Ms. Bogdan:

We hlave reviewed %lot[r Section 5 10(1k) lY~ri tarket notificationl ofint~enit to martket thle devi ce
re ferenced above arid have cleterji ned the device is substantiallv CCil muvalen t (for thie
idications fdr- tse stated inl the ecl1Cosur1e) to legally7 marke ted jr-ed icate devices marketed inl

interstate commerce prior to May 28 t 976. the enactmvenu date of the tMedicat Device
Amendments, or to devices that have beenl rec lass i fed inl accordance wi th the provi sions of'
the Federal Food, Drug, and Cosrueti c Act (Act) that dIO no0t req tli ire apo vat of'a tprem~arkle
approval appl ication (P1MA) - YOUr may. there Ibre, market the device, subject to the generat
controls provisions of thie Act. The aenerat con trots provisions of the Act ilrid tide
requirements lbr arintrata registration. tisting of devices. good manufactting( practice,
latbelt ig. and prob bitions against m isbramtinri anld adtulteration. Ptlease note: CD RI- does
not evaluate in formation related to contract, liabili ty warran ties. We lCmi rid yOmr, h1owever.
that device labeling. mu1Lst be truthiful and riot misleading.

If your11 device is classified (see above) into either class 11 (Special Controls) Or class Ill
(P'N4A). it may be Surbj ect to additional con ttroIs. i-x istinrig maj or regmlIations affbcti n2 'omrr
device canl be 0CurI ri [ite Code OF Fkcdera Regti I ati ons. Title 2 1 - Parts 800 to 898. [al
addition. FDA may puLiblisli further annroUricerrIentS conceringiu 'Komr device in thie Federal
Register. 

____



Page- 2- Ms. l3oueclan

P lease be advised thlat U DA s issu~ance of a So bstanli ml eq li ValI ce detierm iliiai On does not
mean that FDA has made a deter minationl that ' Our deCvice :omp~jlies With other reqlUiremients
of the Act or any Federal stautes and( r-eu-tilations administered by other Federal a-encies.
You must comply with ail the Act's recltiir'ernenIts. 1CLIding0, btit not liriiited tO: regoistrationl
anid listing (2 1 CUR Pait 807); labelino (2 1 CU* R Part 801); medical device reporting"
(report il tie of edical dlevice-related adverse events) (2 1 C FR 803): good manulFact tin na
prmet ice F-CCI Liiremien Is as set to rth inl II he quail' systemls (QS) r'egulationl (2 1 CUR Part 820);
and if atppl icab Ic. the elCIroni1c prIodcIIt radiat ion control provisions (Sections 531 -542 of-
the Act); 2 I CUR 1000- 1050.

liOI CIou d siepc: IC advice or VOW device. Onl our labeling regu'Llationl (21 C"R 'art 801),
please go toht:/10.kn o/ buUACnesfie/ 11IC t-~iesur
I 13809.htr11 for the Ceniter for Devices antI R adiological -Health's (CD RI-i's) 0(11icc of'

Compliance. Also, p lease note thele tiLlation en lit led. "'i isbrand in g by re ference to
premaiket notification' (2 1 CF2 R Part 807.97). For qluestio ns regoard iing the report in u of'
adver'se evenIts tinderC the NIMDR M< reglationl (2 1 CUR Part 803). please go to

Off1ice of'Sur'veillanlce anld Biomietnics/Division of' Postruarket Surveillance.

YOU ma ,' o btaini other ue neral information Onl y;ortr responlsibilities Under the Act from the
Division of SmIall N'lantifaciurerIs. [n1terational al Con1stImer Assistance at its toll-fre
number)Cl (800) 638-204 1 or (301) 796-7100 or at its Internet address
itJ :/wwv.[a. gov/!MCcclical Dcv iccs/Reso iree CCIt Lio/I id Lusty/de fan It. 1h till.

Si ncerely vyourIs.

Anthony D. Watson, B.S., M.S., M.B.A.
Director,
IDivi sion of Ancsthesiolopy. General H-Iospi tal.

Infection Control and Dental Devices
Office of Device Eva Itationl
Center for Devices anl

Radiol o ecal HeI al d)

Enlosure
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Indications for Use

5 10(k) Number (if known): Ki111878

Device Name: Protexis TM Latex Powder-Free Blue Surgical Gloves with Neu-Theras Coating

with Protein Content Labeling Claim of 50 micrograms, or less

Device description: Sterile Latex with Nitrile Coating Powder-Free Blue Surgical Gloves with
Neu-Thera Coating (containing Glycerol, Gluconolactone, D-Sorbitol and
Provitamin-B) and with Protein Content Labeling Claim 50 micrograms,
or less.

Indications for Use: This powder-free surgeon's glove is a disposable device made of natural
rubber intended to be worn by operating room personnel to protect a
surgical wound from contamination.

ANDOROver-The-Counter Use __X__
Prescription Use AN/R(21 CFR 801 Subpart C)
(Part 21 CFR 801 Subpart D)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisid Sign-Oft) Pae1of I
Division of Anesthesiology, General HospitalPae --

infection Control, Dental Devices

510(k) Number:1 I 12 22


